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Status 
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2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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6) E3 Claim(s) 1-5,8-12 and 21-32 is/are rejected. 
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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Response to Arguments/Remarks 
Regarding the Specification 

Applicants submission amendment to the specification to add the serial numbers of 
commonly-owned applications. Objections to the specification are withdrawn 
Regarding the Drawings 

Examiner acknowledges submission of formal drawing replacement sheets. Objection 
to the drawings is withdrawn. 
Regarding the Huebsch reference 

Applicant's arguments filed 5/24/06 have been fully considered but they are not 
persuasive. Examiner acknowledges the amendment to claim 1 to include the limitation 
wherein the "anastomosis device comprises a biofragmentable material". However, as 
claimed, this amendment does not overcome the Huebsch reference. It is noted that 
the term "comprises" requires at least the claimed limitation. Examiner asserts as 
noted in the prior office action, the device of Huebsch "comprises" a biofragmentable 
material. It is not necessary from the claim limitations that the biofragmentable material 
be the only material present in the device. As such, examiner sustains the previous 
rejections with respect to Huebsch. 
Regarding the combination of Huebsch and Berg 

Applicant's arguments, see page 8, filed 5/12/06, with respect to the rejection(s) 
of claim(s) original claim 4, new claim 21 under 35 USC 103(a) have been fully 
considered and are persuasive. Therefore, the rejection has been withdrawn. 
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However, upon further consideration, a new ground(s) of rejection is made in view of 
Corcoran et al. (US 6379368) see below. 



Election/Restrictions 

Newly submitted claims 23-32 are directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-5, 8-12, 21 and 22, drawn to apparatus, classified in class 606, 
subclass 153. 

II. Claims 23-32, drawn to method of making, classified in class 264, 
subclass 632. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions I and II are related as process of making and product made. The 
inventions are distinct if either or both of the following can be shown: (1) that the 
process as claimed can be used to make another and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
(MPEP § 806.05(f)). In the instant case (2) the product may be made by another 
materially different process such as extrusion or molding. 

Because these inventions are independent or distinct for the reasons given 
above and have acquired a separate status in the art because of their recognized 
divergent subject matter, restriction for examination purposes as indicated is proper. 
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Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claims 23-32 are withdrawn from consideration 
as being directed to a non-elected invention. See 37 CFR 1 .142(b) and MPEP § 
821.03. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3, and 9-1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Huebsch. 

Regarding Claim 1, Huebsch teaches an anastomosis device comprising: a 
proximal ring (16); a distal ring (14); a plurality of proximal arms (22) each attached to 
the proximal ring at one end and having a distally directed other end; a plurality of distal 
arms (22) attached to the distal ring at one end and having a proximally directed other 
end; a center portion (18) coupling the proximal end of each distal arm to the distal end 
of each proximal arm; and a latching mechanism (128) operably configured to lock at a 
reduced longitudinal spacing two selected from a group consisting of the proximal ring, 
the distal ring, and the center portion; wherein the anastomosis comprises a polymer 
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biofragmentable material (Column 7, proximate lines 44-50) and device forms a 
cylindrical shape when unactuated (fig. 2) and wherein the proximal and distal arms 
each outwardly extend when actuated to form a rivet shape (fig. 4). 

Regarding Claim 2, Huebsch teaches the anastomosis device of claim 1, wherein 
the center portion comprises a center ring (18) aligned and interposed between the 
proximal (16) and distal (14) rings. 

Regarding Claim 3, Huebsch teaches the anastomosis device of claim 2, wherein 
the proximal arms are radially aligned with the distal arms (fig. 3) 

Regarding Claim 9, Huebsch teaches the anastomosis device of claim 1, wherein 
the latching mechanism comprises at least one interiorly disposed hook (128). 

Regarding Claim 10, Huebsch teaches the anastomosis device of claim 1, 
wherein the latching mechanism comprises an interference fit (122, 124) formed 
between rings. 

Regarding Claim 11, Huebsch teaches the anastomosis device of claim 1, 
wherein the proximal and distal arms (22) each include a hinge (24). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Application/Control Number: 10/675,705 Page 6 

Art Unit: 3731 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 8 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the alternative, 
under 35 U.S.C. 103(a) as obvious over Huebsch et al (US 5853422). 
Claim 8 is being treated as a product by process limitation, in that the "sheet material, 
cylindrically formed onto a mandrel, and opposing longitudinal edges attaches one to 
another," refers to the process of making the device and not to the final product created. 
As set forth in the MPEP 2113, "Even though product-by-process claims are limited by 
and defined by the process, determination of patentability is based on the product itself. 
The patentability of a product does not depend on its method of production. If the 
product in the product-by-process claim is the same as or obvious from a product of the 
prior art, the claim is unpatentable even though the prior art was made by a different 
process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985) 
(citations omitted) (See MPEP §21 1 3). Examiner will thus evaluate the product claims 
without giving much weight to the method of its manufacture. 

Thus, in this case, a device made from a rectangular sheet of material with fused 
edges is directed to the method of making the device and not the final product made. It 
appears the product disclosed by Huebsch would be the same and would perform 
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equally well as that claimed; especially since both applicant's product and the prior art 
have the same final shape and structure of a device having proximal, distal and central 
rings, with longitudinally extending arms connecting the rings. 

Claim 5, is rejected under 35 U.S.C. 103(a) as being unpatentable over Huebsch 
in view of Berg (US 6712836). 

Regarding the limitations wherein device comprises a radiopaque material, 
Huebsch teaches all limitations of preceding dependent claims 1 and 13 as previously 
described, but fails to disclose wherein the device comprises a radiopaque target 
material. Berg teaches a device comprising a radiopaque material in order to view the 
device during deployment using imaging techniques to determine the device is deployed 
at the proper location. It would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the device of Huebsch with a radiopaque 
material as taught by Berg in order to view the device during deployment using imaging 
techniques to determine the device is deployed at the proper location 

Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Huebsch 
in view of Barra et al. (US 5843088). Huebsch teaches all limitations of preceding 
dependent claims 1 and 1 1 as previously described, but fails to disclose wherein a pad 
is outwardly disposed on each inner arm segment. Barra teaches a device wherein 
pads (6) are disposed on the portion touching tissue in order to gently rest the device on 
the tissue. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the device of Huebsch with pads on the portion of the 
device touching tissue in order to allow the device to gently rest on the tissue. 
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Claims 4, 21 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Huebsch in view of Corcoran (US 6379368). Huebsch teaches all limitations of 
preceding dependent claim 1, and further teaches the following: 

• a proximal ring (16) 

• a distal ring (14); a plurality of proximal arms (22) each attached to the proximal 
ring at one end and having a distally directed other end 

• a plurality of distal arms (22) attached to the distal ring at one end and having a 
proximally directed other end 

• a center ring (18) coupling the proximal end of each distal arm to the distal end of 
each proximal arm 

• a latching mechanism (128) operably configured to lock at a reduced longitudinal 
spacing two selected from a group consisting of the proximal ring, the distal ring, 
and the center ring 

• wherein the anastomosis device forms a cylindrical shape when unactuated (fig. 
2) and wherein the proximal and distal arms each outwardly extend when 
actuated to form a rivet shape (fig. 4). 

Huebsch fails to teach wherein the proximal arms are radially staggered with the 
distal arms, and wherein the device further comprises pads on the inner arm segments. 
Corcoran teaches a device wherein the proximal extending tissue contacting portions 
are staggered with respect to the distal extending tissue contacting portions as seen in 
fig. 1 in order to allow the device to be used in a variety of physical anomalies of a 
variety of sizes and shapes. It would have been obvious to one of ordinary skill in the 
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art at the time the invention was made to modify the device of Huebsch with staggered 
tissue contacting portions on the proximal and distal sides in order to allow the device to 
be used in a variety of physical anomalies of a variety of sizes and shapes. 

Corcoran further teaches wherein each tissue contacting portion is capped with a 
pad (18) in order to provide an atraumatic surface on the tissue. It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
the device of Huebsch with a pad as taught by Corcoran in order to provide an 
atraumatic surface on the tissue. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalie Pous whose telephone number is (571) 272- 
6140. The examiner can normally be reached on Monday-Friday 8:00am-5:30pm, off 
every 2nd Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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(JACKIE) TAN-UYEN HO 
PRIMARY EXAMINER 




